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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) K Responsive to communication(s) filed on 17 March 2004 . 

. 2a)D This action is FINAL. 2bM This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) KI Claim(s) 11-13.17 and 19-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [~l ClaimfsV is/are allowed. 

6) E3 Claim(s) 11-13.19 and 21 is/are rejected. 

7) S Claim(s) 17 and 20 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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Previous Rejections 

All previous rejections are hereby expressly withdrawn. 

The current examiner agrees with the reasoning provided by Applicant in the Appeal 
Brief, substantially as written. USP 5,665,378 does not disclose the treatment of migraines. 
Instead, it treats menstrual cramps and muscular back pain, conditions etiologically unrelated to 
migraine. Gobel et al also does not specify the treatment of migraine headaches. Simply put, 
there is no motivation present for combining these references without using impermissible 
hindsight reconstruction based on Applicant's specification. 

Claim Informalities 

The following amendment is suggested to place the claims in better form: 

Claim 20, fifth line, "synergistically as" should be changed to — as synergistically — 

New Matter Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claim 21 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. 
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No support is seen in the specification as originally filed for synergistic (i.e., having 
greater than additive effect) combinations of l-menthol and juniper or rosemary oils. The 
specification as originally filed does not appear to disclose the broad concept of synergy; instead, 
it demonstrates same experimentally and then only for l-menthol in specifiic combination with 
peppermint, lavender and rose oils. See Tables 1 and 2 at pages 9 and 10 of the instant 
specification, respectively. 

Obviousness Rejection 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title,-if the differences between the subject _ 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to 
the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a later invention was 
made in order for the examiner to consider4he applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 



: ^ Application/Control Number: 09/890,552 



Art Unit: 1614 



Page 4 



1) Claims 11-13 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rucker ("Mint Oil Reduces Headaches", Translation of relevant parts of XP-001 157330) in view of 
Hipskind et al (USP 5,792,760). 

The primary reference discloses the use of peppermint oil in liquid form to reduce 
headache pain, by applying 10ml of a 10% solution to the forehead and temple, dividing the total 
dose into three single subdoses which are applied with an interval of 15 minutes between each. 
The reference states what is well-known in the art, namely that peppermint oil contains (I-) 
menthol as a main active component. It also states that peppermint oil "reduces headaches 
because it inhibits the effect of the two messengers serotonin and Substanz P", but differs from 
the instant claims insofar as it discloses the treatment of tension headaches, while remaining 
silent regarding migraines. (Note that the instantly rejected claims are read upon by the 
administration of peppermint oil alone, since when the oil is administered its active ingredient 
(menthol) is simultaneously administered as well. These claims as currently written do not provide 
any clear line of demarcation, e.g. specific proportions, between the menthol active ingredient 
and the oil which carries it. Note further that this is not the case with claims 20 and 21 since 
synergy requires two separate components. Nor is it the case with claim 17, wherein the term 
"respectively", coupled with the use of different range values, also requires separate 
components). 

The secondary reference teaches that substance P is involved in the neurotransmission 
of pain sensations, including the pain associated with migraine headache, and thus can be 
treated with a substance P inhibitor. See col. 2, lines 32-43; col. 4, lines 20 and 21; col. 32, lines 
55-66 and col. 44, lines 52 et seq. A preferred route of administration for the substance P inhibitor 
is transdermal, via patches to provide continuous or discontinuous infusion in controlled amounts. 
See col. 48, lines 3-12. The secondary reference differs from the instant claims, however, in that 
it discloses particular bisindoles as substance P inhibitors, rather than menthol as claimed 
instantly. 
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Since peppermint oil (l-menthol) is a substance P inhibitor as disclosed by the primary 
reference, it would have been obvious to have used it to treat migraine headaches as taught by 
the secondary reference. The motivation to do so would arise from sound scientific reasoning and 
the natural desire of physicians to expand the use of known therapies to as many patients as 
would reasonably be expected to benefit therefrom. Regarding instant claim 12, it would have 
been obvious to have used a patch to administer the topical liquids of the primary reference, 
motivated by the desire to provide improved control over administration as taught by the 
secondary reference. 

2) Claims 11,13 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Butler (USP 5,629,281). 

The prior art discloses the treatment of headaches by administering a liquid containing 
peppermint (and thus l-menthol) and other oils to the scalp (i.e., upper forehead). See col. 1 , lines 
21-27. The reference does not appear not anticipatory per se insofar as the language describing 
the treatment of migraines at col. 1, lines 47-50 is suggestive, with migraines needing to be 
selected from a group of potentially treatable headache types, but it would have been obvious on 
its face to have treated migraines based on that unambiguous suggestion. 

3) Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Butler (USP 
5,629,281) in view of Hipskind et al (USP 5,792,760). 

The primary reference is discussed in detail in subsection "2) n supra and differs from the 
instant claim insofar as it does not specifically disclose transdermal dosage forms, e.g. ointments 
or patches. 

The secondary reference is discussed in detail in subsection u 1)" supra and teaches that 
it is known to control transdermal administration with a patch. Accordingly, it would have been 
obvious to have used a patch to administer the topical liquids of the primary reference, motivated 
by the desire to provide improved control over administration as taught by the secondary 
reference. 
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Allowable Subject Matter 

Claims 17 and 20 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

The prior art of record does not fairly suggest, teach or disclose treating migraines by 
dermally administering a combination of 0.01-1% by weight menthol and 0.001-1% of an essential 
oil selected from the group consisting of lavender, juniper, peppermint, rosemary and rose oils, 
respectively. And, as demonstrated by the instant working examples, the combination of menthol 
and representative essential oils, respectively, provides unexpected efficacy in treating migraine 
headaches, a result which could not have in any way been predicted from the prior art of record. 

Note that the amounts used by the instant Application (the amounts at which synergy is 
observed) are substantially lower than those used by the prior art. For instance, USP 5,665,378 
uses amounts on the order of 15 to 40 percent (see col. 6, lines 28-35). The unexpected result of 
(synergistic) anti-migraine effectiveness at very low dosages observed by Applicant has self- 
evident advantages, e.g. it would be expected to provide lowered side effects, it would be less 
expensive, etc. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the examiner 

should be directed to Frederick F. Krass whose telephone number is 571-272-0580. The 

examiner's schedule is as follows: 

Monday: 10:30AM- 7PM; 
Tuesday: 10:30AM -7PM; 
Wednesday: off; 
Thursday: 10:30AM- 7PM; and 
Friday: 10:30AM-7PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached at 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Frederick Krass 
Primary Examiner 
Art Unit 16,14 
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